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REMARKS 

Claims 39, 41 - 49 and 51 are currently pending. Claim 40 and 50 has been cancelled 
herein. No new matter has been added. 
L Objections 

The Examiner objected to the disclosure as informal because it contains missing text on 
page 1, hne 5. The specification has been amended herein to recite the serial number 
"60/201,388." Thus, this objection should be withdrawn. 

The Examiner also objected to pages 6-15 of the specification under 37 CFR 1.52(b) for 
having an inadequate top margin. Applicants amended the specification herein to include 
replacement pages 6-15, which contain the proper margins. Thus, this objection should be 
withdrawn. 

Finally, the Examiner objected to a reference to "N0V12" when the Applicants intended 
to refer to "NOVl 1 Applicants ammended the specification herein to recite "NOVl 1 Thus, 
this objection should be withdrawn. 

11. Rejections under 35 U,S,C,§ 101 

Claims 39 to 51 are rejected under 35 U.S.C.§101, as the Examiner contends that the 
claimed invention has no apparent or disclosed specific and substantial credible utiUty. 
Applicants note that claims 40 and 50 have been cancelled herein. Thus, this rejection is moot 
with respect to these claims. Applicants respectfully disagree that claims 39, 41-49 and 51 are 
not supported by a specific and substantial credible utility. There are numerous locations in the 
specification in which utility of the claimed invention is established. For example: 

"The invention, in part is directed to methods of identifying a NOVX polypeptide 
or nucleic acid in a sample by contacting the sample with a compound that specifically 
binds to the polyptpeide or nucleic acid, and detecting complex formation, if present." 
(Page 3, lines 12-14) 

"The invention is provides methods of determining the presence of or 
predisposition of a NOVX-associated disorder in a subject by measuring the amount of 
NOVX in a sample." (Page 4, lines 3-10) 
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"Based on the bioactivity described in the medical literature for related molecules, 
a NOVl 1 nucleic acid or it encoded polypeptide may play a role in one or more aspects 
of tumor cell biology that alter the interactions of tumor epithelial cells with stromal 
components." (Page 78, lines 16-18) 

"Predicted disease indications from expression profiling include a subset of 
human gliomas, astrocytomas, mixed glioma/astrocytomas, renal cells carcinoma, breast 
adenocarcinoma, ovarian cancer, melanomas." (Page 78, lines 25-27) 

"Probes based on the human NOVX nucleotide sequence can be used to detect 
transcripts or genomic sequences encoding the same or homologous proteins. In various 
embodiments, the probe further comprises a label group attached thereto, e.g., the label 
group can be a radioisotope, a fluorescent compound, an enzyme, or an enzyme co-factor. 
Such probes can be used as a part of a diagnostic test kit for identifying cells or tissue 
which misexpress a NOVX protein, such as by measuring a level of a NOVX-encoding 
nucleic acid in a sample of cells from a subject e.g., detecting NOVX mRNA levels or 
determining whether a genomic NOVX gene has been mutated or deleted." (Page 91 lines 
1-8) 

"The nucleic acid molecules, proteins, protein homologues, and antibodies 
described herein can be used in one or more of the following methods: (a) screening 
assays; (b) detection assays {e.g., chromosomal mapping, cell and tissue typing, forensic 
biology), (c) predictive medicine (e.g., diagnostic assays, prognostic assays, monitoring 
clinical trials, and pharmacogenomics); and (d) methods of treatment (e.g., therapeutic 
and prophylactic)." (Page 124 Unes, 24-27) 

"Accordingly, one aspect of the present invention relates to diagnostic assays for 
determining NOVX protein and/or nucleic acid expression as well as NOVX activity, in 
the context of a biological sample (e.g., blood, serum, cells, tissue) to thereby determine 
whether an individual is afflicted with a disease or disorder, or is at risk of developing a 
disorder, associated with aberrant NOVX expression or activity." (Page 132, 11-18) 

"Polynucleotides or oligonucleotides corresponding to any one portion of the 
NOVX nucleic acids of SEQ ID N0:1, 3, 5, 7, 9, 11, 13, 15, 17, 19,21,23, 25,27, 29, 
31, 33, 35, 37, 39, 41, 43, and 45 may be used to detect DNA containing a corresponding 
NOV gene, or detect the expression of a corresponding NOVX gene, or NOVX-like 
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gene. For example, a NOVX nucleic acid expressed in a particular cell or tissue, as noted 
in Table 1, can be used to identify the presence of that particular cell type. 

An exemplary method for detecting the presence or absence of NOVX in a 
biological sample involves obtaining a biological sample from a test subject and 
contacting the biological sample with a compound or an agent capable of detecting 
NOVX protein or nucleic acid (e.g., mRNA, genomic DNA) that encodes NOVX protein 
such that the presence of NOVX is detected in the biological sample." (Page 135, line 15- 
25) 

Specifically, as noted in the specification, a "subset of human gliomas, astrocytomas, 
mixed glioma/astrocytomas, renal cells carcinoma, breast adenocarcinoma, ovarian cancer, 
melanomas" (Page 78, lines 25-27) can be distinguished from normal counterparts as 
demonstrated in the quantitative tissue expression analysis of Example 2. See Table 4 at Page 
173, showing increased relative expression of nucleic acids encoding NOVl 1 in, for example, 
CNS carcinoma SW1783, SF-539, SNB-75, SNB-19, U251, Renal Carcimoa 786-0, RXF-393, 
lung carcinomas HOP-62, NCI-H522, NCI-H596, breast carcinoma T47D, BT-549, Ovarian 
carcinoma OVCAR-5, and melanoma Hs688(A). Therefore, expression of NOVl 1 nucleic acid 
is associated with certain types of cancer and, thereby, can be used to identify cancerous cells or 
tissue compared to normal tissues using the methods disclosed in the specification. Thus, 
contrary to the Examiner's assertion. Applicants contend that the claimed invention is supported 
by a specfic and substantial credible utility. Therefore, Applicant respectfiilly requests that this 
rejection be withdrawn. 

11. Rejections under 35 U.S.C. § 112 

Claims 39-51 are also rejected under 35 U.S.C. §112, first paragraph. The Examiner 
states that, since the claimed invention is not supported by either a specific and substantial 
credible utility or a well established utility, one skilled in the art would not know how to use the 
claimed invention. As noted above, Applicants submit that there is a specific and substantial 
credible utility for the claimed invention. Therefore, Applicants request this rejection be 
withdrawn. 

Claims 40 and 50 are rejected under 35 U.S.C. §112, first paragraph as containing subject 
matter which was not described in the specification in a manner that reasonably conveys to one 
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skilled in the art that the inventor had possession of the claimed invention. While Applicants 
disagree with the Examiner, in order to expedite prosecution of the application, these claims have 
been cancelled. Therefore this rejection is moot. 



On the basis of the foregoing amendments and remarks, Applicants respectfully submit 
that this paper is fully responsive and that the pending claims are in condition for allowance. 
Such action is respectfully requested. If there are any questions regarding these amendments and 
remarks, the Examiner is encouraged to contact the undersigned at the telephone number 
provided below. 



CONCLUSION 



Respectfully submitted. 




Attorneys for Applicant 



Telephone (617)542 6000 
Fax (617)542 2241 

Customer No. 30623 



Dated: January 29, 2004 
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